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WTW SlVc >,r<«K *fwWt*T 

•rfsnjmi 

fesft, 12 nf, 1983 

pito wto fa* 385 (at) %*ifat nranr afhrfa afir star- 
in RTmft atfaPm, 1940 (1940 an 23) aft ukt 12 sftr 
33 5TTT sm arpRPff an snfPr arxit gxj, tnrr affafa aanWt 
arctnjanr «rrt it >hiW anit ^ avain affafa spr smim mtft 
Piaa, 1945 an H>faaa ®ftr xfvfttm aicm ai^ft ft I 481 fas o 1 d 

smurf *r s^fwt 5:, si «u Pitt sWtspff an fan fa fa a am sn 
ar*fV *tfapfr aft arwft * fa^ sranftrcr fant an tjjt ft, faxfa 
^xiir sntrfatt ftPt aft antim ft i tst% itti ^t amft ft fa 
natr srm nr nn tirtfai it fanran Ttarw aft stPmr, fati-i 
srffag^rT sranftm aft «rnft ft, aw aft arrr tft an?,, 
ft, 90 far aft *mfk aft yaifai ^ aa’anj Ptmk Pctt amyii i 

Ttr nanr faftfW stafa aft n h i far & 'j# Pm iff % nan 
snm aft *rm aft aft srpfln m nm faaft «nfar it sm ftfn, 
anrftn nranr nn nr Pram, asitft i 

stren-Pm 

i. *n Pmf an atffaar am affaftr aftr h«ium mit 
(tiaifaa) Pm, 1983 ft i 


2. sfWfn uftr 5 nmm mtft Pm, 1945 if (fonft 

<nm[ nan Pm anp nan ft), Pm es ^ smPaar ftrr if, 

“am 2 o, 2 oaf, 2 oar, 21 , 2iar, 2 inr, if anjafarat” attff, 

tfaff aftr sntrtf % wt ts nMfafati Tan i*mT, anqtq; :— 

"srm 20, 2 oar, 2oar, 20are, 21a, 2iar, rffa 
21 are if snpifanrt " i 

3. ?an Pmt Pm otw if, vnt (5) % naai^ Ptr'- 

fafan aftfr santa 11 :— 

"(e) ar^ ti fa t mO , fatfr Prifaar at safa afflwt aflr 
^afa jRi ait nf aft sffnfaftra asot at 
fa^ ^ fan m 35 *f qr Prftarn- 

^ r i i 1 { 1 

4. ^an Pmf % Pm 74-u if, ant (5) % •min, Pon- 
fafaa aftar anmr, *nd^ ■— 

"(e) a^rrfmsrft, Pinft fnttare aft #w»t bAt 
^R fa 5 ttt aif nf ^faff aft atfaPaPmr nrrfa % 
fax^ tnni' anfa % fa^ sira 35 fa xyas Prftare 
^Riar annt t^tt” i 

5. rjaat Pmnt PmH 78 "ar if, at^ (^ atat^ Cisa* 

fafan sftaT an (tat, anrt^ :— 
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"( 7 ) f*tft ftfhfl* ®t, aftr 

ffTTT Hlf Rf fffeft *t STfqfsTfijtf *T^ % 
fat{ tPpJ ajRFf % fair sprq- 3 5 if P* UpTfl'T 
^Ft* mtui I 

fa 3*t ftmt $ fim 96 *, Ttfim (1) % ®* (iv) r, 

(*) T<tfHnfal ITT RTR *flT HfTT” rtwf % WH Tt fm- 

faftw '5ii |, , J ii, ^psfri ■'— 

“faftafar *T m fqfH-H iTTT % OT qfTRT *r 9RT Tm 

aftafir fHfJra- H?t *rf $”; 

(®) TT?^* if, "WT1IR” **5 % FTTH T7 “fwftirWl" SP5H 

VST 'STT irr TT I 

7 ®*T Bmf % Om 138 if,— 

(i) 39 Th r u ( 1 ), ( 2 ) atfr ( 3 ) *r'njjT^CTftuTHrTmrT; 

(ii) simIH49 ( 4 ) ^ WH TT PiMfaPau T®T (0 <|i, aprf^:— 

"( 4 ) #w (i) % wftn ®rff <t f*tff sri- 
Jtfar tfr trffr #r fsp? q^mcr *ta *terr 
■iff sntpft nfe tjsr si -m [hi fanftfa anrfr 
wftmr £f HlRff | mr ®t ^rrcft f’ 1 

8. RHR £mf % ftm 139* OTfRRR ( 1) Hr m (r) afK 

(t) % <rc*i* n Hfrr fwr wmi i 


MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION 
New Delhi, the 12th May, 1983. 

G.SJ1.385(E).—The following draft of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945 which the 
Central Government propose to make, after consultation 
with the Drugs Technical Advisory Board, in exercise of 
the powers conferred by sections 12 and 33 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), is hereby published 
as required by jhe said sections for the information of all 
persons likoly to be affected thereby and notice is hereby 
given that the said draft rules will be taken into consideration 
after the expiry of a period of 90 days from the date on 
which the copies of the Official Gazette in which the notifi¬ 
cation is published are made available to the public. 

Any objections or suggestions which may bo received from 
any person with respect to the said draft rules before the 
expiry of the period so specified will be taken into considera¬ 
tion by the" Central Government. 


DRAFT RULES 

1, These rules may be called the Drugs and Cosmetics 
(Amendment) Rules. 1983. 

2. In the Drugs and Cosmetic* Rules, 1945 (hereinafter 
referred to as the said rules), in Rule 65 in the opening 
paragraph, for the words, numbers and letters ‘‘Licences in 
Fonrm-20, 20A, 20B, 21, 21A and21-B” the following shall 
be substituted, namely:—‘‘Licences in Forms 20, 20A, 20B, 
20BB, 21, 21-A, 21-B and 21-BB". 


9. ott * ftm 1 ss*f, (nr) % TtARj PrRtWJtr 
oitfT ompiT, aptrfs 

“(«r) ar^srfarcrrf), fatff f-rflw nil fttwr 

*fk RR* 8TTT Rtf ^foff Hit SrfafaftlW *Ff 

* fop ?nrf jrpI * f*rq sm 35 if q* faff*® 
([FT* umq thPr 1 ’ i 

10 3*5 f*mf % Pm 138 -® if, RUT (*) % tpRRT fmt- 

ftrftra aft?r snqni, :— 

"(*) spjtffarerff, f*BY f-rEfsi* *t tin* 3 (It 

am mt 4$<|forf *f srfrrfrrf®® *Ff*finj 
mr 4 ar*Tpt tm 35 if p* faflwsr 
iprip TnhrT" 1 


3. In rule 67-G of the said rules after condition (5), the 
following shall be added, namely:— 

‘‘(6) The licensee shall maintain an Inspection Book in 
Form 35 to enable Inspector to record his im¬ 
pressions and the defects noticed". 

4. In rule 74-B of the said rules, after condition (5) the 
following shall be added, namely:— 

"(6) The licensee shall maintain an Inspection Book in 
Form 35 to enable an Inspector to record his im¬ 
pressions and the defects noticed”. 

5. In rule 78-A of the said rules, after condition (6) the 
following shall be added, namely:— 

‘‘(7) The licensee shall maintain an Inspection Book in 
Form 35 to enable on Inspector to record bis im¬ 
pressions and the defects noticed”. 


11. HHH £mt *f apj^ff * % WT 35 if, “(fwt 65, 

74, 744b 78, 85-®, 142®h; 142* §fttp)” *h5*f, ®*ff, 3t*f 
fix srwrf wt hr flwflffiw thtt 5rtp»rr, ; — 

"(Pm 65, 67-®, 74, 74-*, 74-®, 78, 78-*, 85 -R, 
142, 142-*, 158 3ftT 15S-* 5fttp)" I 

12 . 3HR f-ml Hff * if, Stfrfe 2 % PitR- 

Iwfafl eiBtt Hfipm, aFtPr :— 


6. In rule 96 of the said rules, in sub-rule (1) ip clause 
(iv) : 

(a) for the words “The name and address of the manu¬ 

facturer” the following shall be substituted, 
namely :— 

“The name of the manufacturer and the address of 
the premises of the manufacturer where the drug 
has been manufactured”, 

(b) in the proviso, for the word “business” the word 
“manufacture” shall be substituted. 


"a. if m rWh* % fap 

TO : 


7. In rule 138 of the said rules, 

0) the proviso sub-rules (1), (2) and (3) shall be deleted; 


if f*tff PT Rttfa* afhftr tftfa 
if RTOfor sfawta if rfBfhn* 

if fsPg9 ‘TsHeu Tt® Hit ai^nrFt f*PT Wltpif't 
[tfphT 11012/4/82-*fo^ttorrtr<i rf® iffottHtoUo] 
tm ^f° gtrqfinmT, qu*r trim 


(ii) for sub-rule (4) the following shall be substituted, 
namely :— 

“(4) A fee of mpees fifty shall be paid for duplicate 
copy of a licence issued under sub-rule (1) if the 
original is defaced, dan: aged or lost”. 


o. in rule l3y of the laid rules hi sub-rule (1) 
to clause (c) and clause (d) shall be omitted. 


me proviso 
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9. In rule 158 of the said rules, after condition (b), the 
following shall be added, namely;— 

“(c) The licensee shall maintain an Inspection Boot in 
Form 35 to enable an Inspector to record his impres¬ 
sions and the defects noticed". 


10. In mle 158-A of the said rules, after condition (d), 
the following shall be added, namely .— 

“(e) The licensee shall maintain an Inspection Book in 
Form 35 to enable an Inspector to record his im¬ 
pressions and the defects noticed’’. 

11. In Schedule A, to the said rules, In Form, for the 
brackets, words numbers and letters 


“(See rules 65, 74, 74-A, 78, 85-H, 142 and 142-A” 
the following shall be substituted, namely :— 

“(See niles 65, 67-G, 74, 74-A 74-B, 78, 78-A, 85-H, 
142, 142-A. 158 and 158-A)". 

12. In Schedule V, to the said rule after entry 2, the 
following shall be added, namely;— 

“3. Standards for patent or proprietary medicines in 
Capsule form:— - r 

A Patent or proprietary medicino in capsule form shall 
comply with the disintegration test’ prescribed in 
the monograph for ’capsules’ in the Indian Phar¬ 
macopoeia". 

[No. X-1I012/4/82-DMS&PFA] 
S. V. SUBRAMANIYAN, It. Secy. 
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